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Mr. Gary Buehler 
Food and Drug Adrn~~i~ratj~n 
Office af Gene@ Drugs 
Document Mail Ceq&?r (Hf D-600) 
7500 Standish Place a 
Rockville, Md 20855 

Dear Mr. Buehler: 

Cardinal Health is sobmitting this S 
an ANDA for a preop@rative @rep 
alcohol (IPA) sofution ‘with tirtt. &4 
change in applicator tiobme fr~rn 10.5 mi to 26 ml. 

ng permission to file 
gic3j I bbp~0p01 

on is to address the 

A. Action Reauestecl : ! 
reference listed drug 
i$1c0hQ170% (v/v) 

~fented to as ChIoraPrep) 

Health for a similar product fANj3A 77-27 1). The marketing ~~~~~j~~~ 08the rqference listed drug 
expired July 14,2003. The cific inten# ofthis petition is to ~~u~~,~p~~v~~ tbr a change in 
applicator volume from IO.5 ml to 26 ml. 

The active ingredients ini the proposed Wdinaf Health drag product, ~CEKJ IPA, are the same as 
those of the reference listed drug ,~p~v~ in NDA No. ZO-8%. The dosage form and strength of the 
proposed product are also the same as those o~~e~re~~nc~.~ist~d d&g approved in NDANo, 20-832. 
The inctctive ingredients in Can&al Heal&% ‘PrevaiKHG and Cbl~~r~p are prresented in the 
following table. 

There is considerable commercial qe$ence with one-step ~o~~~ve prep blunts containing 
alcohol. As summarized in the f~~Iow~g ie, the wjd~re~ use of ~ov~do~~ iodine-pad-alcohol 
based products, such as 3M’s B&Prep 1) and Card& Health’s P&vail <59 ml) and Prevail- 
FX (40 ml) represent an e;s&mati 70% ofthe entire proactive prepping market.. 

&+tm!P- CM-2 6” 



Et is speculated that th6 reas 
solution is that a majority ofs 
of coneem. The surfaee 

ap~~j~tor covers an area of about 

ob~~a~~n and discussion 

consideration of cost and convenience. 

Cardinal is aware that mere is concern w&OR fires 
high percentage of alcohol. This oon 
during the design of the ~~di~,appli~~r, :yitb many 
and ChIoraPrep, the co&aitmr h~~~~g tba fluid is a glass 
activation. Gnoe broken* there is ~~rn~~ ofcontrollin 
appiicator and onto the scllrgical ahe, wii the C&din 
the f!uid is an HDPE bottle. 
expekd through the neok of 
siguificantiy by merely hoiding the bottle without bulge Thi f&4x id the ,6ame as that of 
Cardinal’s currently so16 prep products, is, Prevail and PrevaiH% 

The proposed prep con+s 7~~:i~opro~l alcohol, which provides, fast a@ b~~~spe~ 
antimicrobialkill. Addi$$onaIly, &is akobol alkws for q&k dry time (2=3 rn~~~). Combined 
with CHG, this system yields an e~rn~J~,~~t~g, ~~i~~~p~o~~~ve skin preparation. 

Based on investigations, publiq 
(FDA) medical device reporting 

Administration’s 

the Unites States each ye? (Riik fragment Reporter, ~t,2~3). 
Bruley (ECRI ‘vice President, nt and Forensic ~ve~ig~~o~), 
fires are attributed to alcohol-, 

erydons with Mark E. 
S4S% of these surgical 



It has been wet1 e~bli~h~-~at.for a-f&e 
present, Alcohol and alcoholabas& prep 
Devices,November20~3). -Qwediyi~~ 
that the OR fires are easily prevented throu 
and dry times. 

urcte, fuel. and oxidizer must be 
all liquid ‘~~v~a~ (Health 

important to note 
methods 

a concern that ho 

concerns with use 
materials and advises 

309, dated June IS,1995 Dock& No. -7~~-183~, wherea review bf awe. and corrective 
action, notably awareness and tr&ing of the ~rofessio~a?~QR ‘sraff. 

product with a change in p~~a~g size to 
RLD is suitable to be fifed as 8n ANDA; 

utting in half the 
RLD. 

Not required at this time. 

E. CeMieation: : 
The undersigned certific$i that, to the best ~owl~ge ~d~~~i~~ of :tbe, u 
includes all information and vie&s on which the petition reh&s, .and it incurs 
data and information known to the, petit&tier that are unfavorable 

Vice President, Quality 0 ions, Infection 
Infection Prevention, Cardma! Health 

1 SO0 Waukegan Rd., Sldg WM 
McGaw Park, IL 60085 ’ 
(847) 785-3267 

Attachments: 

Label copy for PrevaiI-CHG2: Bottle, Potach, Case Label 
Label copy for Ch@reLpre’p” Bottle, Pouch, Dispenser 
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